DRAFT ASSESSMENT
of the proposed
PENNSYLVANIA PROGRAM FOR THE REGULATION OF AGREEMENT MATERIALS
as described in the
REQUEST FOR AN AGREEMENT

This Assessment examines the proposed Pennsylvania Program with respect to the ability of
the program to regulate the possession, use, and disposal of radioactive materials subject to
the Atomic Energy Act of 1954 (Act), as amended." This Assessment was performed using the
criteria in the Commission’s policy statement “Criteria for Guidance of States and NRC in
Discontinuance of NRC Regulatory Authority and Assumption Thereof by States Through
Agreement” (referred to below as the “criteria”)? using the Office of Federal and State Materials
and Environmental Management Programs (FSME) Procedure SA-700, “Processing an
Agreement.”. The SA-700 procedure is posted on the FSME web site. Each criterion, and the
staff assessment related thereto, is addressed separately below.

OBJECTIVES

1. Protection. A State regulatory program shall be designed to protect the health and
safety of the people against radiation hazards.

The proposed Agreement State Program for Pennsylvania regulating radioactive
materials would be located in the Pennsylvania Department of Environmental Protection
(PADEP). PADEP is designated by law to be the State radiation control agency. The
authority to issue, amend, inspect, suspend, or revoke licenses, place conditions and to
issue orders or assess civil penalties is vested by Statute in PADEP.

PADEP is divided into six Deputates, which are subdivided into Bureaus. The Bureau of
Radiation Protection (BRP) in the Deputate of Waste, Air, and Radiation Management
carries out the radiation control responsibilities. BRP is organized into four Divisions:
Decommissioning & Surveillance, Radiation Control, Nuclear Safety, and Radon. BRP
provides radiological support to the emergency response plan for fixed nuclear facilities.
Laboratory services are provided by PADEP’s Bureau of Laboratories, with support of
other agencies if needed. Pennsylvania also has six Regional Offices in the Deputate
for Field Operations which are primarily responsible for inspection and compliance

'According to paragraph (a) of § 274, the radioactive materials subject to an Agreement
under the Act are byproduct, source and special nuclear materials.

*NRC Statement of Policy published in the Federal Register, January 23, 1981
(46 FR 7540-7546), a correction was published July 16, 1981 (46 FR 36969) and a revision of
Criterion 9 published in the Federal Register, July 21, 1983 (48 FR 33376).
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activities. All Agreement State regional activities will be conducted under programmatic
policies established by the BRP Director.

Under the proposed Agreement, the BRP would assume the regulatory responsibility for
byproduct, source, and small quantities of special nuclear materials. The licensing of
these materials would reside primarily in the BRP Division of Radiation Control (DRC)
but the Regional Offices will also perform some licensing activities. Exceptions include
the Low Level Radioactive Waste program which is in the BRP Division of Nuclear
Safety, and the decommissioning and environmental surveillance activities which form
their own Division of BRP. The DRC currently regulates the possession and use of
Naturally Occurring and Accelerator Produced Radioactive Materials (NARM), and the
use of electronic machine radiation. Again, inspections would be performed primarily
out of the PADEP Regional Offices.

The NRC staff verified that the Pennsylvania’s Radiation Protection Program design for
distributing regulatory responsibilities to the program staff is similar to designs used
successfully in other Agreement States, and that all necessary program elements have
been addressed.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.1.1 and Section 4.1.2 (ADAMS:
ML063330295, ML070290046, and ML070290041). Letter, with enclosures, dated
March 16, 2007, from David Allard to Charles Miller, response to NRC comment letter
dated January 26, 2007 (ADAMS: ML070790604, ML0O70790609, ML070790612,
ML070790616, and ML070790620). Pennsylvania Statutes: Radiation Protection Act (35
P.S.§§ 7110.101 - 7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§
7130.101 - 7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S.
§ 510-20).

RADIATION PROTECTION STANDARDS

Standards. The State regulatory program shall adopt a set of standards for
protection against radiation which shall apply to byproduct, source and special
nuclear materials in quantities not sufficient to form a critical mass.

In conjunction with the rulemaking authority vested in the Environmental Quality Board
by Section 302 of the Pennsylvania Radiation Protection Act 1984-147, PADEP has the
requisite authority to promulgate rules for protection against radiation.

The NRC staff verified that the Pennsylvania adopted the relevant NRC regulations in 10
CFR Parts 19, 20, 30, 31, 32, 33, 34, 35, 36, 39, 40, 70, 71, and 150 into Pennsylvania
Code Title 25, Environmental Protection by reference. Therefore, Pennsylvania has
adopted an adequate and compatible set of radiation protection regulations which apply
to byproduct, source, and special nuclear materials in quantities not sufficient to form a
critical mass.



The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection.

Uniformity of Radiation Standards. It is important to strive for uniformity in
technical definitions and terminology, particularly as related to such things as
units of measurement and radiation dose. There shall be uniformity on maximum
permissible doses and levels of radiation and concentrations of radioactivity, as
fixed by 10 CFR Part 20 of the NRC regulations based on officially approved
radiation protection guides.

Pennsylvania, by statute, must promulgate and enforce rules for the regulation of
byproduct, source, and special nuclear material that are in accordance with Section 274
of the Act, as amended. The NRC staff verified that Pennsylvania adopted 10 CFR Part
20 of the NRC regulations by reference.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 219.

Total Occupational Radiation Exposure. The regulatory authority shall consider the
total occupational radiation exposure of individuals, including that from sources
which are not regulated by it.

The NRC staff verified that Pennsylvania has adopted the NRC regulations in 10 CFR
Part 20, including Subpart C, the occupational dose limits and Subpart D, the dose limits
to individual members of the public, by reference. Pennsylvania licensees are required
to consider the radiation doses to individuals from all sources of radiation, except
background radiation and radiation from medical procedures. Like NRC licensees,
Pennsylvania licensees are required to consider the radiation dose whether the sources
are in the possession of a licensee or not.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
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ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 219.

Surveys, Monitoring. Appropriate surveys and personnel monitoring under the
close supervision of technically competent people are essential in achieving
radiological protection and shall be made in determining compliance with safety
regulations.

The NRC staff verified that Pennsylvania has adopted Subpart F of 10 CFR Part 20 by
reference. Therefore, Pennsylvania licensees are required to conduct surveys and
personnel monitoring to the same standards required of NRC licensees.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 219.

Labels, Signs, Symbols. It is desirable to achieve uniformity in labels, signs and
symbols, and the posting thereof. However, it is essential that there be uniformity
in labels, signs, and symbols affixed to radioactive products which are
transferred from person to person.

The NRC staff verified that Pennsylvania has adopted regulations in Subpart J of 10
CFR Part 20 by reference. Therefore, the radiation labels, signs and symbols, and the
posting and labeling requirements in the Pennsylvania rules are identical to those
contained in the NRC regulations.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 219.

Instruction. Persons working in or frequenting restricted areas shall be instructed

with respect to the health risks associated with exposure to radioactive materials
and in precautions to minimize exposure. Workers shall have the right to request
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regulatory authority inspections as per 10 CFR 19, Section 19.16 and to be
represented during inspections as specified in Section 19.14 of 10 CFR 19.

The NRC staff verified that Pennsylvania has adopted 10 CFR Part 19 by reference.
Therefore, the Pennsylvania regulations pertaining to notices, instructions, and reports
to workers are identical to the NRC regulations.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 220.

Storage. Licensed radioactive material in storage shall be secured against
unauthorized removal.

The NRC staff verified that Pennsylvania has adopted Subpart | of 10 CFR Part 20 by
reference. Therefore, the Pennsylvania regulations pertaining to security and control of
licensed material that are identical to the NRC regulations.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 219.

Radioactive Waste Disposal. (a) Waste disposal by material users. The standards
for the disposal of radioactive materials into the air, water and sewer, and burial
in the soil shall be in accordance with 10 CFR Part 20. Holders of radioactive
material desiring to release or dispose of quantities or concentrations of
radioactive materials in excess of prescribed limits shall be required to obtain
special permission from the appropriate regulatory authority. Requirements for
transfer of waste for the purpose of ultimate disposal at a land disposal facility
(waste transfer and manifest system) shall be in accordance with 10 CFR 20. The
waste disposal standards shall include a waste classification scheme and
provisions for waste form, applicable to waste generators, that is equivalent to
that contained in 10 CFR Part 61.

The NRC staff verified that Pennsylvania has adopted Subpart K of 10 CFR Part 20 by
reference. Therefore, the Pennsylvania regulations pertaining to general requirements
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10.

for waste disposal including waste classification, transfer and waste manifests which are
applicable to all licensees, are identical to the NRC regulations.

The staff concludes that Criterion 9(a) is satisfied.

(b) Land Disposal of waste received from other persons. The State shall
promulgate regulations containing licensing requirements for land disposal of
radioactive waste received from other persons which are compatible with the
applicable technical definitions, performance objectives, technical requirements
and applicable supporting sections set forth in 10 CFR Part 61. Adequate
financial arrangements (under terms established by regulation) shall be required
of each waste disposal site licensee to ensure sufficient funds for
decontamination, closure and stabilization of a disposal site. In addition,
Agreement State financial arrangements for long-term monitoring and
maintenance of a specific site must be reviewed and approved by the
Commission prior to relieving the site operator of licensed responsibility (Section
151(a)(2), Pub. L. 97-425).

The NRC staff verified that Pennsylvania has promulgated regulations into Pennsylvania
Code Title 25, Environmental Protection containing licensing requirements for land
disposal of radioactive waste received from other persons which are compatible with the
applicable technical definitions, performance objectives, technical requirements and
applicable supporting sections set forth in 10 CFR Part 61.

The staff concludes that Criterion 9(b) is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215, 219, and 236.

Regulations Governing Shipment of Radioactive Materials. The State shall, to the
extent of its jurisdiction, promulgate regulations applicable to the shipment of
radioactive materials, such regulations to be compatible with those established
by the U. S. Department of Transportation and other agencies of the United States
whose jurisdiction over interstate shipment of such materials necessarily
continues. State regulations regarding transportation of radioactive materials
must be compatible with 10 CFR Part 71.

The NRC staff verified that Pennsylvania has adopted the Transportation requirements
contained in 10 CFR Part 71 by reference. Due to NRC’s renumbering of 10 CFR Part
71, a few minor changes are needed in the Pennsylvania Code, Title 25, Chapter 215.
As of November 2006, these changes have been published for public comment and are
proceeding through the regulatory process as planned. Therefore, the Pennsylvania
regulations pertaining to the transportation requirements in 10 CFR Part 71 will be fully
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11.

12.

compatible with the NRC regulations in Title 10 by October 1, 2007. Pennsylvania’s
regulations specifically exempt areas of exclusive NRC jurisdiction.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 230.

Records and Reports. The State regulatory program shall require that holders and
users of radioactive materials (a) maintain records covering personnel radiation
exposures, radiation surveys, and disposals of materials; (b) keep records of the
receipt and transfer of the materials; (c) report significant incidents involving the
materials, as prescribed by the regulatory authority; (d) make available upon
request of a former employee a report of the employee’s exposure to radiation; (e)
at request of an employee advise the employee of his or her annual radiation
exposure; and (f) inform each employee in writing when the employee has
received radiation exposure in excess of the prescribed limits.

The NRC staff verified that Pennsylvania has adopted 10 CFR Parts 19, 20, 30, 31, 32,
33, 34, 35, 36, 39, 40, 70, 71, and 150 by reference. The NRC staff also verified that
Pennsylvania adopted the relevant NRC regulations in 10 CFR Part 61 into
Pennsylvania Code Title 25, Environmental Protection. The records and reports
referenced in Criterion 11 are regulatory requirements in these parts. Therefore,
Pennsylvania has adopted the necessary record and reporting requirements.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection.

Additional Requirements and Exemptions. Consistent with the overall criteria here
enumerated and to accommodate special cases and circumstances, the State
regulatory authority shall be authorized in individual cases to impose additional
requirements to protect health and safety, or to grant necessary exemptions
which will not jeopardize health and safety.

The NRC staff verified that Pennsylvania has adopted 10 CFR 30.34, Terms and

conditions of licenses, by reference. Therefore, Pennsylvania regulations provide the
radiation control agency authority to impose, by order or license condition, additional
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13.

health and safety requirements beyond the requirements specified in law and the rules.
The agency also has the legal authority to grant reasonable and necessary exceptions
to the regulatory requirements, either by order or license condition.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapter 215.

PRIOR EVALUATION OF USES OF RADIOACTIVE MATERIALS

Prior Evaluation of Hazards and Uses, Exceptions. In the present state of knowledge,
it is necessary in regulating the possession and use of byproduct, source and
special nuclear materials that the State regulatory authority require the
submission of information on, and evaluation of, the potential hazards, and the
capability of the user or possessor prior to his receipt of materials. This criterion
is subject to certain exceptions and to continuing reappraisal as knowledge and
experience in the atomic energy field increase. Frequently there are, and
increasingly in the future there may be, categories of materials and uses as to
which there is sufficient knowledge to permit possession and use without prior
evaluation of the hazards and the capability of the processor and user. These
categories fall into two groups-- those materials and uses which may be
completely exempt from regulatory controls, and those materials and uses in
which sanctions for misuse are maintained without pre-evaluation of the
individual possession or use. In authorizing research and development or other
activities involving multiple uses of radioactive materials, where an institution
has people with extensive training and experience, the State regulatory authority
may wish to provide a means for authorizing broad use of materials without
evaluating specific use.

Pennsylvania has adopted NRC regulations containing regulatory requirements for
applying for and issuing licenses by reference.

The NRC staff verified that the Pennsylvania regulations provide that a license
authorizing the distribution of agreement materials that will subsequently be exempt
from regulatory control may only be issued by the NRC.

Since Criterion 13 was adopted, the Commission has determined that the regulatory
authority to conduct safety evaluations of sealed sources and devices will be retained by
the NRC, unless the State requests assumption of the authority and has in place an
adequate and compatible program to implement the authority. Pennsylvania has
decided not to seek authority for evaluation of sealed sources and devices.
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14.

15.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,
ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 217.

Evaluation Criteria. In evaluating a proposal to use radioactive materials, the
regulatory authority shall determine the adequacy of the applicant’s facilities and
safety equipment, his training and experience in the use of the materials for the
purpose requested, and his proposed administrative controls. States should
develop guidance documents for use by license applicants. This guidance should
be consistent with NRC licensing regulatory guides for various categories of
licensed activities.

The NRC staff determined that Pennsylvania has committed to use the NRC licensing
guidance in the NUREG-1556 series to perform technical evaluation of proposed uses
of radioactive material. In addition, Pennsylvania developed administrative licensing
procedures that define the review process for a license application, renewal,
amendment, and license termination.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.3 (ADAMS: ML063330295,
ML070260179). Letter, with enclosures, dated March 16, 2007, from David Allard to
Charles Miller, response to NRC comment letter dated January 26, 2007 (ADAMS:
ML070790604, ML070790609, ML070790612, ML0O70790616, and ML0O70790620).

Human Use. The use of radioactive materials and radiation on or in humans shall
not be permitted except by properly qualified persons (normally licensed
physicians) possessing prescribed minimum experience in the use of
radioisotopes or radiation.

The NRC staff verified that Pennsylvania has adopted 10 CFR Part 35 by reference.
Therefore, the Pennsylvania regulations include training and experience requirements
for use of radioactive materials on or in humans, that are identical to the NRC
requirements.

The staff concludes that this criterion is satisfied.
References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.2 (ADAMS: ML063330295,

ML070260116). Pennsylvania Statutes: Radiation Protection Act (35 P.S. §§ 7110.101 -
7110.703), Low-Level Radioactive Waste Disposal Act (35 P.S. §§ 7130.101 -
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16.

17.

7130.906), and Section 1920-A of The Administrative Code of 1929 (71 P.S. § 510-20).
Pennsylvania regulations: Pennsylvania Code Title 25, Environmental Protection,
Chapters 215 and 224.

INSPECTION

Purpose, Frequency. The possession and use of radioactive materials shall be
subject to inspection by the regulatory authority and shall be subject to the
performance of tests, as required by the regulatory authority. Inspection and
testing is conducted to determine and to assist in obtaining compliance with
regulatory requirements. Frequency of inspection shall be related directly to the
amount and kind of material and type of operation licensed, and it shall be
adequate to insure compliance.

The NRC staff determined that the Pennsylvania Program has statutory authority to
conduct inspections of licensees. The NRC staff also verified that Pennsylvania has
adopted regulations that are compatible with equivalent parts of Title 10 of the Code of
Federal Regulations, which contain provisions relating to inspections and tests by
reference.

The NRC staff determined that Pennsylvania has adopted a schedule for inspection of
licensees at least as frequent as the schedule used by NRC. The Program staff has
developed internal procedures and accompanying forms for the inspection areas which
cover scheduling, preparation, performance basis, tracking and documentation of
inspection results. The inspection procedures are similar to NRC procedures.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Sections 4.1, 4.2, and 4.4 (ADAMS:
ML063330295, ML070290041, ML070290046, ML070260116, ML070260179). Letter,
with enclosures, dated March 16, 2007, from David Allard to Charles Miller, response to
NRC comment letter dated January 26, 2007 (ADAMS: ML070790604, ML070790609,
ML070790612, MLO70790616, and ML070790620). Pennsylvania Statutes: Radiation
Protection Act (35 P.S. §§ 7110.101 - 7110.703), Low-Level Radioactive Waste
Disposal Act (35 P.S. §§ 7130.101 - 7130.906), and Section 1920-A of The
Administrative Code of 1929 (71 P.S. § 510-20). Pennsylvania regulations:
Pennsylvania Code Title 25, Environmental Protection, Chapters 215 and 220.

Inspections Compulsory. Licensees shall be under obligation by law to provide
access to inspectors.

The NRC staff determined that Pennsylvania law provides authority for radiation control
Program inspectors to enter public or private property at all reasonable times for the
purpose of investigating conditions related to radiation use. The BRP may obtain a
search warrant upon a showing of probable cause.

The staff concludes that this criterion is satisfied.
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19.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Sections 4.1 and 4.4 (ADAMS:
ML063330295, ML070290041, ML070290046, ML070260179). Pennsylvania Statutes:
Radiation Protection Act (35 P.S. §§ 7110.101 - 7110.703), Low-Level Radioactive
Waste Disposal Act (35 P.S. §§ 7130.101 - 7130.906), and Section 1920-A of The
Administrative Code of 1929 (71 P.S. § 510-20). Pennsylvania regulations:
Pennsylvania Code Title 25, Environmental Protection, Chapter 215.

Notification of Results of Inspection. Licensees are entitled to be advised of the
results of inspections and to notice as to whether or not they are in compliance.

The NRC staff determined that Pennsylvania has adopted procedures to convey a copy
of the formal inspection report to the licensees, both when violations are found, and
when no violations are found. The procedures identify the staff responsible and specify
the time limit for preparing the inspection report, the process for management review
and approval, and provide instructions for distribution of the report to the licensee and to
the State’s official files.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
to Chairman Klein, request for an Agreement, Section 4.4 (ADAMS: ML063330295,
ML070260179).

ENFORCEMENT

Enforcement. Possession and use of radioactive materials should be amenable to
enforcement through legal sanctions, and the regulatory authority shall be
equipped or assisted by law with the necessary powers for prompt enforcement.
This may include, as appropriate, administrative remedies looking toward
issuance of orders requiring affirmative action or suspension or revocation of the
right to possess and use materials, and the impounding of materials; the
obtaining of injunctive relief; and the imposing of civil or criminal penalties.

The NRC staff determined that the Pennsylvania Program is authorized by law to
enforce the State rules using a variety of sanctions, including the imposition and
collection of civil penalties, and the issuance of orders to suspend, modify or revoke
licenses, or to impound materials. The Program may also present for prosecution,
charges of summary, misdemeanor, or felony criminal violation, as appropriate. The
Program is authorized to file liens for the failure to pay a civil penalty.

The NRC staff also determined that the Program has adopted policies and procedures
to implement the enforcement authority. The Pennsylvania enforcement procedures are
similar to the NRC procedures with regard to the use of severity levels for violations.

The staff concludes that this criterion is satisfied.

References: Letter, with attachments, dated November 9, 2006, from Governor Rendell
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20.

to Chairman Klein, request for an Agreement, Section 4.5 (ADAMS: ML063330295,
ML070260026).

PERSONNEL

Qualifications of Regulatory and Inspection Personnel. The regulatory agency shall
be staffed with sufficient trained personnel. Prior evaluation of applications for
licenses or authorizations and inspections of licensees must be conducted by
persons possessing the training and experience relevant to the type and level of
radioactivity in the proposed use to be evaluated and inspected. This requires
competency to evaluate various potential radiological hazards associated with the
many uses of radioactive material and includes concentrations of radioactive
materials in air and water, conditions of shielding, the making of radiation
measurements, knowledge of radiation instruments—their selection, use and
calibration—laboratory design, contamination control, other general principles and
practices of radiation protection, and use of management controls in assuring
adherence to safety procedures. In order to evaluate some complex cases, the
State regulatory staff may need to be supplemented by consultants of other State
agencies with expertise in geology, hydrology, water quality, radiobiology and
engineering disciplines.

To perform the functions involved in evaluation and inspection, it is desirable that
there be personnel educated and trained in the physical and/or life science,
including biology, chemistry, physics and engineering, and that the personnel
have had training and experience in radiation protection. For example, the person
who will be responsible for the actual performance of evaluation and inspection
of all of the various uses of byproduct, source and special nuclear material which
might come to the regulatory body should have substantial training and extensive
experience in the field of radiation protection. It is desirable that such a person
have a bachelor’s degree or equivalent in the physical or life sciences, and
specific training - radiation protection.

It is recognized that there will also be persons in the program performing a more
limited function in evaluation and inspection. These persons will perform the
day-to-day work of the regulatory program and deal with both routi